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DETAILED ACTION 
Status of the Application 

[1] Claims 1-2, 14-15, 28, 30, and 34-39 are pending in the application. 
[2] Applicant's amendment to the claims, filed on 9/6/07, is acknowledged. Claims 1- 
2, 14-15, 28, and 30 are amended and claims 36-39 are newly added. Claims 3-13, 16- 
27, 29, and 31-33 were canceled in a prior amendment. The claim listing filed on 9/6/07 
replaces all prior versions and listings of the claims. 

[3] Applicant's amendment to the specification, filed on 9/6/07, is acknowledged. 
[4] Applicant's arguments filed on 9/6/07 have been fully considered and are 
deemed to be persuasive to overcome some of the rejections and/or objections 
previously applied. Rejections and/or objections not reiterated from previous office 
actions are hereby withdrawn. 

[5] The text of those sections of Title 35 U.S. Code not included in the instant action 
can be found in a prior Office action. 

Specification/Informalities 

[6] The objection to the specification as being unclear in stating "SCH549128" is 
withdrawn in view of the amendment to the specification to delete "SCH549128" and 
applicant's accompanying remarks (beginning at p. 14, top), which state that the 
compound previously referred to as "SCH549128" in the specification is the same as the 
compound referred to as "Ac- 6C WAC 3 cE". The examiner agrees with applicant's position 
that for reasons presented by applicant beginning at p. 14 of the instant remarks, a 
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skilled artisan would recognize that the compound referred to as "SCH549128" in the 
specification is the same as the compound "Ac- 6CI WAC 3 cE". 

[7] The specification is objected to as the compound shown at p. 38 does not have 
proper valency for nitrogens (valency = 3) and oxygens of the carboxy groups (valency 
= 2). For example, a skilled artisan would recognize the oxygens of the carboxy groups 
should have either a negative charge or a bonded hydrogen. Appropriate correction is 
requested. 

Claim Objections 

[8] The objection to claims 1,14, and 28 because the oxygens of the carboxy groups 
do not have proper-valency is withdrawn in view of the claim amendment to add a 
negative charge to the oxygens of the carboxy groups. 

[9] Claims 1,14, 28, and 30 are objected to as the recited compound does not have 
proper valency for nitrogen atoms (nitrogen valency = 3). Appropriate correction is 
requested. 

Claim Rejections - 35 USC § 112, Second Paragraph 

[10] The rejection of claims 28 and 30 under 35 U.S.C. 112, second paragraph, as 
being inconsistent in identifying compounds in the specification and claims 28 and 30 
that have distinct structures is withdrawn in view of the claim amendment to delete the 
term "Ac- 6C WAC 3C E". 
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Claim Rejections - 35 USC § 112, First Paragraph 
[11] The new matter rejection of claim(s) 1-2 and 15 under 35 U.S.C. 112, first 
paragraph, is withdrawn in view of the amendment to claim 1 to limit the polypeptide of 
claim 1 to "A soluble purified polypeptide comprising the amino acid sequence of SEQ 
ID NO: 10"; to amend claim 2 so that it is an independent claim and no longer depends 
from claim 1 ; and to limit the polypeptide of claim 15 to "said polypeptide comprises the 
amino acid sequence of SEQ ID NO: 10". It is noted that according to the specification, 
SEQ ID NO:10 is the HDM2 (F55Y/Y76H) polypeptide referred to in Example 2 
beginning at p. 45, bottom. See particularly p. 41, Table 2. 

[12] The new matter rejection of claims 28, 30, and 34-35 under 35 U.S.C. 112, first 
paragraph, is withdrawn in view of the amendment to the claims to replace the 
compound shown as: 




with the following compound: 
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[13] The written description rejection of claims 1-2, 15, 28, 30, and 34-35 under 35 
U.S.C. 112, first paragraph, is maintained for the reasons of record and the reasons set 
forth below. The rejection was fully explained in a prior Office action. See particularly 
paragraph 1 1 beginning at p. 7 of the Office action mailed on 4/6/07. Claim 14 is 
included in the instant rejection in view of the amendment for reasons set forth below. 
Newly added claims 36-39 are included in the instant rejection for reasons set forth 
below. Thus, claims 1-2, 14-15, 28, 30, and 34-39 are rejected herein. 

RESPONSE TO ARGUMENT: Applicant argues the rejection is obviated by 
amendment to: 1 ) characterize the genus of proteins as recited in claims 1 , 2 (claims 
36-39 dependent therefrom), and 15 as "soluble" and 2) replace "having" with 
"consisting of in claims 28 (claim 34 dependent therefrom) and 30 (claim 35 dependent 
therefrom). 

Applicant's argument is not found persuasive. Regarding argument 1), it is 
acknowledged that the examiner may have previously implied that characterizing the 
protein of claims 1, 2, and 15 as being "soluble" would overcome the instant rejection 
(see p. 10, paragraph 12 of the Office action mailed on 4/6/07). However, it is noted that 
upon further consideration of the meaning of "soluble", it is the examiner's position that 
the term "soluble" does not necessarily require that the protein be solubilized, but can 
be interpreted as meaning, e.g., being amenable to being solubilized, having the ability 
to be solubilized, or being capable of being solubilized. In the interest of compact 
prosecution, the examiner suggests replacing the term "soluble" with "non-crystalline." 
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Regarding argument 2), the examiner acknowledges the claim amendment to 
replace the open-ended transitional phrase "having" with the closed transitional phrase 
"consisting of. To the extent the rejection was based on the recitation of "having", the 
rejection is withdrawn. However, it is noted that claims 14 (claim 15 dependent 
therefrom), 28 (claim 34 dependent therefrom), and 30 (claim 35 dependent therefrom) 
have been amended to recite "a compound represented by the structural formula..." 
(emphasis added). 

According to Webster's online dictionary (Webster.com, last viewed on 10/23/07), 
the term "represent" can mean "to serve as a specimen, example, or instance of. 
MPEP 2163.II.A.1 states that in evaluating a claimed invention for adequate written 
description, the examiner should determine what the claim as a whole covers. "Claim 
construction is an essential part of the examination process. Each claim must be 
separately analyzed and given its broadest reasonable interpretation in light of and 
consistent with the written description. See, e.g., In re Morris, 127 F.3d 1048, 1053-54, 
44 USPQ2d 1023, 1027 (Fed. Cir. 1997)." In view of the dictionary definition of 
"represent", the recitation of "A compound represented by the structural formula..." has 
been broadly and reasonably interpreted as encompassing a genus of compounds, 
wherein the compound(s) shown in claims 14, 28, and 30 has been interpreted as being 
exemplary, i.e., a species, of the recited genus. Other than the two disclosed species of 
compounds as shown in, e.g., claim 14, the specification fails to disclose any other 
compounds of the genus of compounds of claim 14. Also, other than the single 
disclosed species of crystals of SEQ ID NO:6 or 10 complexed with the compound 
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shown in claim 28, the specification fails to disclose any other crystals of compounds 
complexed with SEQ ID NO:6 or 10. In view of a broad, but reasonable interpretation of 
the phrase "A compound represented by the structural formula...", the genus 
encompasses widely variant species, encompassing essentially any compound having 
any structure, including small organic molecules and polypeptides such as antibodies. 
However, the disclosed species as noted above are not seen to reflect the substantial 
variation within the genus and thus are not deemed to be representative of the genus. 
Given the lack of description of a representative number of polypeptides, the 
specification fails to sufficiently describe the claimed invention in such full, clear, 
concise, and exact terms that a skilled artisan would recognize that applicant was in 
possession of the claimed invention. , 

[14] The scope of enablement rejection of claims 1-2 and 15 under 35 U.S.C. 112, 
first paragraph, is maintained for the reasons of record and the reasons set forth below. 
The rejection was fully explained in a prior Office action. See particularly paragraph 12 
beginning at p. 10 of the Office action mailed on 4/6/07. In view of applicant's 
arguments, the enablement rejection of claims 28, 30, and 34-35 is withdrawn and the 
claims are included herein for reasons that follow. Claim 14 is included in the instant 
rejection in view of the amendment for reasons set forth below. Newly added claims 36- 
39 are included in the instant rejection for reasons set forth below. Thus, claims 1-2, 14- 
15, 28, 30, and 34-39 are rejected herein. 
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RESPONSE TO ARGUMENT: Applicant argues the rejection is obviated by 
amendment to: 1) characterize the genus of proteins as recited in claims 1, 2 (claims 
36-39 dependent therefrom), and 15 as "soluble" and 2) replace "having" with 
"consisting of in claims 28 (claim 34 dependent therefrom) and 30 (claim 35 dependent 
therefrom). 

Applicant's argument is not found persuasive. Regarding argument 1), it is 
acknowledged that the examiner may have previously implied thatcharacterizing the 
protein of claims 1, 2, and 15 as being "soluble" would overcome the instant rejection 
(see p. 10, paragraph 12 of the Office action mailed on 4/6/07). However, it is noted that 
upon further consideration of the meaning of "soluble", it is the examiner's position that 
the term "soluble" does not necessarily require that the protein be solubilized, but can 
be interpreted as meaning, e.g., being amenable to being solubilized, having the ability 
to be solubilized, or being capable of being solubilized. In the interest of compact 
prosecution, the examiner suggests replacing the term "soluble" with "non-crystalline." 

Regarding argument 2), the examiner acknowledges the claim amendment to 
replace the open-ended transitional phrase "having" with. the closed transitional phrase 
"consisting of. To the extent the rejection was based on the recitation of "having", the 
rejection is withdrawn. However, it is noted that claims 14 (claim 15 dependent 
therefrom), 28 (claim 34 dependent therefrom), and 30 (claim 35 dependent therefrom) 
have been amended to recite "a compound represented by the structural formula..." 
(emphasis added). 
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According to MPEP 2164.04, "[b]efore any analysis of enablement can occur, it is 
necessary for the examiner to construe the claims... and explicitly set forth the scope of 
the claim when writing an Office action." Also, MPEP 2164.08 states, "[a]ll questions of 
enablement are evaluated against the claimed subject matter. The focus of the 
examination inquiry is whether everything within the scope of the claim is enabled. 
Accordingly, the first analytical step requires that the examiner determine exactly what 
subject matter is encompassed by the claims... claims are to be given their broadest 
reasonable interpretation that is consistent with the specification." As noted above, in 
view of the dictionary definition of "represent", the recitation of "A compound 
represented by the structural formula..." has been broadly and reasonably interpreted 
as encompassing any compound, wherein the compound(s) shown in claims 14, 28, 
and 30 has been interpreted as being exemplary, i.e., a working example, of the scope 
of recited compounds. Other than the two disclosed working examples of compounds as 
shown in, e.g., claim 14, the specification fails to disclose any other compounds as 
encompassed by claim 14. Also, other than the single working example of crystals of 
SEQ ID NO:6 or 10 complexed with the compound shown in claim 28, the specification 
fails to disclose any other crystals of compounds complexed with SEQ ID NO:6 or 10. In 
view of a broad, but reasonable interpretation of the phrase "A compound represented 
by the structural formula...", the claims encompass essentially any compound having 
any structure, including small organic molecules and polypeptides such as antibodies. 
However, the disclosed working examples as noted above and the guidance provided 
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by the specification and prior art are not seen to provide the necessary guidance for a 
skilled artisan to make and use all compounds as broadly encompassed by the claims. 

In view of the overly broad scope of the claims, the lack of guidance and working 
examples provided in the specification, the high level of unpredictability as evidenced by 
the prior art, and the amount of required experimentation, it is the examiner's position 
that undue experimentation would be necessary for a skilled artisan to make and use 
the entire scope of the claimed invention. Applicants have not provided sufficient 
guidance to enable one of ordinary skill in the art to make and use the claimed invention 
in a manner reasonably correlated with the scope of the claims. The scope of the claims 
must bear a reasonable correlation with the scope of enablement (In re Fisher, 166 
USPQ 19 24 (CCPA 1970)). Without sufficient guidance,' determination of having the 
desired biological characteristics is unpredictable and the experimentation left to those 
skilled in the art is unnecessarily, and improperly, extensive and undue. See In re 
Wands 858 F.2d 731, 8 USPQ2nd 1400 (Fed. Cir, 1988). 

[15] The enablement rejection of claims 28, 30, and 34-35 under 35 U.S.C. 112, first 
paragraph, is withdrawn in view of applicant's argument (instant remarks at pp. 17-18) 
that: 1) the compound previously referred to as "SCH549128" in the specification is the 
same as the compound referred to as "Ac- 6CI WAC 3 cE" (see also the examiner's 
comments addressing specification objection above) and 2) the specification provides 
guidance regarding the concentration of Ac- 6C, WAC 3C E used for making the crystal of 
claim 30 and further provides an expectation of success for making such crystal as 
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demonstrated in Example 3 beginning at p. 63 of the specification. As noted above, 
claims 28, 30, and 34-35 have been included in the scope of enablement rejection. 

Examiner Comment/Clarification 
[16] It is noted that the instant specification fails to disclose a method for making the 
compounds disclosed at p. 38 of the specification. However, the disclosed compounds 
are a tripeptide of (acetylated 6-chloro-tryptophan)-(1-aminocyclohexanecarboxylic 
acid)-(glutamate) or (acetylated 6-bromo-tryptophan)-(1-aminocyclohexanecarboxylic 
acid)-(glutamate). Each of the amino acids of the peptides appears to be commercially 
available and methods for peptide synthesis were well-known in the art at the time of 
the invention. As such, it is the examiner's position that the specification need not 
expressly disclose a method for producing the compounds as disclosed at p. 38. 

Conclusion 

[1 7] Status of the claims: 

• Claims 1-2, 14-15, 28, 30, and.34-39 are pending. 

• Claims 1-2, 14-15, 28, 30, and 34-39 are rejected. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to David J. Steadman whose telephone number is 571- 
272-0942. The examiner can normally be reached on Mon to Fri, 7:30 am to 4:00 pm. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Kathleen Kerr Bragdon can be reached on 571-272-0931. The fax phone 
number for the organization where this application or proceeding is assigned is 703- 
872-9306. 
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Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). /<2— jL~*~~ 




David J. Steadman, Ph.D. 
Primary Examiner 
Art Unit 1656 



